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NPUKAS3
oT 25 Hoa6pa 2016 roma Ne 8695

MockBa

06 yTBep:KIeHHH MeTOIHKH pacyeTa npeae/ibHOro pasMepa MIaThl 3a OKa3aHHe
YCJIYFH 00 HHCTIEKTHPOBAHHIO NPOM3BOAMTEIeH J1eKaPCTBeHHBIX CPeACTB 1Jif
BeTePHHAPHOr0 NPUMeHeHH s, IPOH3BOACTBO KOTOPBIX OCYHIECTBAETCH 32
npenenamu Poccuiickoii @efepanuu, Ha COOTBETCTBHE TPeOOBAHHAM NMPABHI
HaTeskaleil MPON3BOICTBEHHOM NPAKTHKH B LeJISIX BbIIa4H 3aK/JII0UeHHH 0
COOTBETCTBHH NPOH3BOANTE s IEKAPCTBEHHBIX CPEJACTB AJIsi BeTePHHAPHOI O
NpEMeHeHHs TPeOOBaHUSM IPABHII HALIeKAIIEH NPOH3BOACTBEHHOK
OpPaKTHKH

B coorBercTBHM ¢ nyHkroM 25 IlpaBunm opraHMsamdi H OPOBEACHHA
MHCIIEKTHPOBAHMsS IPOM3BOIMTENER JEKapCTBEHHBIX CPEICTB Ha COOTBETCTBHE
TpeGOBaHMil NpaBUWJl HaJUIeXallell IPOM3BOACTBEHHOM NPAKTUKU, a TAaKKE BbLIAYH
3aKTIOYEHNS O COOTBETCTBMM IPOU3BONHUTENS JIEKADCTBEHHBIX CPENCTB YKa3aHHBIM
TpeGOBaHMAM, YTBEPXKAEHHBIX I[OCTaHOBIeHHeMm llpasutensctsa Poccuiickon
Qepepammn or 3 mekabps 2015 r. Ne 1314 (Cobpanue 3aKOHONATENBCTBA
Poccuiickoit @eneparmn, 2015, Ne 50, cT. 7165) mp u kK a 3 Bl B 2 10:

1. YTBepauTh MeToOMKy pacdera HpeNeNbHOTO pa3Mepa IUIaThl 32
OKa3aHHEe YCIyr¥ MO MHCIEKTHPOBAHHIO MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPE/ICTB
I BETepPHHAPHOTO [PUMEHEHHS, MPOM3BOJACTBO KOTODPBIX OCYIIECTBIAETCA 3a
npenenamu Poccmiickoit ®enepanuu, Ha COOTBETCTBAE TPEOOBAHMAM TNPABHUI
HalIeKamell IPOM3BOACTBEHHOM MpPaKTMKM B ILENAX BBIIAYM 3aKIIOYEHHH O
COOTBETCTBHM IPOM3BOAUTENS JIEKAPCTBEHHHIX CpPEACTB AN BETEPHHAPHOIO
IpUMeHeHHs] TpeOOBaHMAM MPaBHI Hajiexariedl [POU3BOACTBCHHOH HPaKkTUKH
cornacHo npunoxenuto Ne 1 k HacTosIeMy [pukasy.

014801




2

2. VTBepAUTb MpemeNbHbIM pasMep IUIaThl 32 OKa3aHWe YCIYyTH IO
MHCIIEKTHPOBAHMIO TIPOM3BOJUTENIEH TE€KApCTBEHHBIX CPEACTB 1M BETEPUHAPHOIO
IIpUMEHEHHs, TIPOU3BOJICTBO KOTOPHIX OCYIIECTBIAETCS 3a npenenamu Poccuickon
denepanuy, Ha  cooTBeTCTBHe  TpeGoBaHMAM  IpaBHI  HaJJIexalen
IPOM3BOJCTBEHHOM MpPAaKTHKH B INENAX BBIIAYM 3aKIIOYCHHH O COOTBETCTBUH
IPOM3BOIMTENS  JICKapCTBEHHBIX CPEACTB UL  BETEPHHAPHOIO  [PUMCHCHUA
TpeGOBaHWAM IpaBI HaNIeXKalledl TPOM3BOICTBEHHOH MPAaKTHKM COINACHO
npuitokeHnio Ne 2 K HacTodIeMy TpHKa3sy.

PykoBoauTens C.A. JaHksBepT

opneXuT
HafifaBneHunio B
M ~r Poccuu

7
Ll lec08




YTBEPXIEHA
npuKa3oM PoccenbXxo3Hag3opa
oT /5 Hoa6pa 2016 Ne 865

(mpusoxenue 1)

METOJIKA

pacuera IpeJeNnbHOro pa3Mepa IIaThl 3a OKazaHhe YCIYTH 110 HHCIIEKTHPOBAHHUIO

IPOU3BOAUTEIEH JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO MPUMEHEH NS,
NPOM3BOACTBO KOTOPBIX OCYIIECTBIsETCS 3a pegenaMu Poccuiickoit @eneparum, Ha

COOTBETCTBHE TPeOOBaHUAM MPABIII HaAJIeKalllel MPON3BOACTBEHHON IPAKTHKH B
IeJISIX BBIIAa4YM 3aKJIFOUEHUN O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
U1 BETEpUHAPHOIO [IpUMEHEHHs TpeOOBaHMAM IIpaBUJI HaIIeKaeh
IPOU3BOICTBEHHOU MPAKTUKH

1. O0uue nonoxeHus

1. Meroauka pacueTa HpeleNbHOrO pa3Mepa IIIAThl 3a OKa3aHHE YCIYTH M0
WHCIEKTHPOBAaHHUIO IIPOU3BONMTENIEH JIEKapCTBEHHBIX CPEACTB MJII BETEPHHAPHOTO
TpUMEHEHMs, IMPOU3BOIACTBO KOTOPBEIX OCYILIECTBISIETCS 3a IpenenaMu Poccuiickoit
Qenepanuy, Ha COOTBETCTBUE TPeOOBAHMUAM IpaBMJI HalJleXKalled MpOW3BOICTBEHHOM
OpaKkTHKA B [eNIX BbIJaYd 3aKIIOUYEHHH O COOTBETCTBUHM INPOU3BOAUTENS
JIeKapCTBEHHBIX CPEACTB Ui BETEPUHAPHOIO IPHUMEHEeHHs TpeOOBaHUSIM MIPABHII
HajjeXxaled NpOW3BOACTBEHHOM MpakTHKH pa3paboTaHa B COOTBETCTBHH C
QenepanbHbM  3ak0oHOM oT 12 ampens 2010 r. Ne 61-®3 «O6 obpaiesuu
JexapcTBeHHBIX cpencTB» (Cobpanue 3akoHomarenbcTBa Poccuiickoit Deneparnmw,
2010, Ne 16, ct. 1815, Ne 31, c1. 4161, Ne 42, ct. 5293, Ne 49, ct. 6409, 2011, Ne 50, cT.
7351, 2012, Ne 26, ct. 3446, No 53, ct. 7578; 2013, Ne 27, cr. 3477, Ne 48, ct. 6165,
2014, Ne 11, ct. 1098, Ne 43, cT. 5797, Ne 52, ct. 7540; 2015, Ne 10, ct. 1404, Ne 27, cT.
3951, Ne 29, cr. 4359, 4367, 4388, No 51, cr. 7245; 2016, Ne 1, c1. 9, Ne 23, c1. 3287, Ne
27, ct. 4238, cr. 4283) m B coorBercTBMM C myHKTOM 25 [lpaBumi opranuzanuy u
IIPOBECHUS HMHCIEKTHPOBAaHUS MNPOU3BOAMTENEH JIEKAPCTBEHHBIX CpPEACTB Ha
COOTBETCTBME TpeOOBaHMAM IIPaBUJ HaAJexallell MPOU3BOJCTBEHHOU INpaKTHKH, a
TaKXKe BBIIaud 3aKJIOYEHUsS O COOTBETCTBUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
yKa3aHHBIM  TpeOOBaHMSAM, YTBEpPXKICHHBIX IOCTaHOBiIeHHeM IIpaBuTenncTBa
Poccuiickoii @enepaunn ot 3 gexabps 2015 r. Ne 1314 (Cobpanne 3akOHONATEILCTBA
Poccutiickoit @enepanun, 2015, Ne 50, ct. 7165).

2. Hacrosmas Meronuka omnpenernseT MOPSAOK pacyeTa MpeleibHOro pasMmepa
IJIaThl 33 OKa3aHHWE YCJIYIW IO HHCIEKTUPOBAHWIO NIPOU3BOIMTENEH JTeKapCTBEHHBIX
CPeICTB JJIsl BETEPUHAPHOIO0 IPUMEHEHNUS, IPOU3BOIACTBO KOTOPHIX OCYIIECTBIETCS 3a
npenenamMu  Poccuiickoii @enepanuy, Ha COOTBETCTBHE TpeOOBaHUSAM MpaBHUII
HajUIe)Kalled MpOU3BOACTBEHHOM NpPakTUKA B ILeJIX BBOAYM 3aKIIOYEHHA O
COOTBETCTBUM IMPOU3BONUTENS JIEKAPCTBEHHBIX CPEINCTB JUIS  BETEPHHAPHOTO
IpUMEHEHUs TpeOOBaHUSAM IpaBUJ Ha/Jlexalled Npou3BOACTBEHHON NPaKTHKY (fanee

— yciyra).



3. OmpeneneHus ¥ TOHATHS HCIONb3yeMble B Hacrosied MeTonuke,
NPUMEHAIOTCS. B 3HAUEHMSIX YyKasaHHBIX B IlpaBuiax opraHusaluu U NPOBEAEHUA
MHCIEKTUPOBAHMs MPOU3BOJMTENEeH JIEKAPCTBEHHBIX CPENCTB Ha COOTBETCTBHE
TpeGoBaHMsAM [IpaBuUil Hailexalniell IMPOM3BOACTBEHHON NpPaKTHKH, a TaKkKe BBIIAYH
3aKJIIOYEHHH O COOTBETCTBHH MPOU3BOMUTEN JIEKAPCTBEHHBIX CPEICTB YKa3aHHBIM
Tpe6GoBaHMAM, yTBEPKIEHHBIX IocTaHoBIeHHeM Ilpasutenbctsa  Poccuickon
denepaunu ot 3 nexabps 2015 r. Nel1314.

4, Ycmyra oka3blBaeTcs 3a CUET CPENCTB 3aiBUTEIIA.

5. Ilenpro Hacrosmeii MeTOOUKH SBIAETCA ONpeNeNieHHe 3KOHOMHUYECKH
000CHOBaHHOM IJIATHI 32 OKa3aHHUE YCIYTH.

II. PacueT npenenbHOroO pasMepa 3a OKa3aHHe yCIyTrH

6. IpenenpHplil pasMep IJIAThl 33 OKa3aHWE YCIYr'H ONPENeAeTCs IO KaXIOMy
3a9BHUTENI0 B OTIHENBHOCTH, C y4YeTOM IIpOBeleHHs HEeOoOXOAMMBIX paboT, B
COOTBETCTBHM C II€peYHEM, H 3KOHOMHMYECKH OOOCHOBAHHBIX MaTepHANBHBIX H
TPYHOBBIX 3aTpart.

7. Pacder mpenensHOro pasmepa IuiaThl (galtee — crommocTh, C) 3a OkasaHHe
YCIIyTH OIIpeersieTcs 10 cieaytomel gpopmyie:

Pacyer pasMmepa I1aThl (ajiee - CTOMMOCTE) 3a OKa3aHHe yCIYTH ONpeleleTcs 1o
cnenyromeit popmyie:

C=txCsx (1 + (Ku3 + Kkp) / 100)+Ckp, rze:

C - cToEMOCTb, pyb., 6e3 ydeTa Haora Ha no6asneHHylo croumocts (H/IC);

t - TPYZOeMKOCTh paboT (des./dac.), ONPEHeNseTcs CyMMapHOH [UIUTEIbHOCTBIO
OCYILIECTBJIeHHs paboT CIeLUATHCTOM YIOJHOMOYEHHOIO YYpeXIeHHS B KakIOM
KOHKPETHOM ClIydac;

C»> - CTOMMOCTHas OIeHKa OOHOro 4dYaca paboTBl OJHOIO CIenHaucTa
YIIOMHOMOYEHHOTO YUPEeXAeHHUs, py0./den./9ac. (¢ y4eToM BCeX KOMIICHCAMOHHBIX H
CTHMYIHMPYIOIIHNX BBIIIAT, BHIIIAYMBAaEMBIX B COOTBETCTBHU C 3aKOHOAATEIBCTBOM
Poccuiickoit @enepaiun);

Kus - xo>dpduinmeHT HauWcIeHUH Ha 3apaboTHYIO IUIaTy B COOTBETCTBHU C
3aKoHoIaTenbcTBOM Poccuiickoit Denepanuy, B MPOLEHTAX;

Kxp - ko3()(hHIHEHT KOCBEHHBIX PacXOI0B OpraHM3allMé, KOTOPHIe HEBO3MOXHO
OTHECTH HANpPSMYIO K 3aTparaM, HEMOCPEACTBEHHO CBA3aHHBIM C IMPOBEICHUEM YCIIyTH,
B IIPOLIEHTAX;

CKkp — KOMaHIMPOBOYHBIE PACcXOJbI, HEMOCPEICTBEHHO CBS3aHHBIC C OKa3aHHEM
yCIIyTH, pyoO.

[lepeyens TUIIOBBIX HaMMEHOBaHMH pabOT, MpOBENEHHE KOTOPBHIX BO3MOKXHO HpH
OKa3aHHM YCIYTH, C yKazaHWeM (AaKTHYECKOH TPYIOEMKOCTH HX BBIIOJHEHUA
npuBeneH B Tabiuue 1.

8. CromMocTHas OIleHKa OHOro JHS paboTel OJHOTO  CIIEIHAIUCTa
YIIOMHOMOYEHHOTO YUPEXASHHUS ONlpeeseTcs 1o popmyre:

C»s = 3llocH.c.M. / H, rre:

3[MocH.c.M. - cpenHeMecsyHas 3apaboTHas IUIaTa OJHOTO  CIIELUAINCTa
YIIOTHOMOYEHHOTO YYPEXIEHHs, ONMPENeNIeTCs NCXOsl U3 MOTPEeOHOCTH B KOJIKYECTBEe




TIepcoHasa, MPUHUMAIOIIero HEeTOCPEACTBEHHOE y4acTHe B OKa3aHUH yCIYTH, C y1eTOM
ero JAOJDKHOCTHOM KaTerOpHH, B COOTBETCTBUMH C NEHCTBYIOIIEH B IOABENOMCTBEHHBIX
YIpeXICHUAX ¥ OpraHM3alHaX, NPOBOMLIMX yKa3aHHBEIE YCIYIH, CHUCTEMOHN OIIIaThl
Tpy/ia, a TAaKKe TPYILOBBIMH U (M/IM) KOJUIEKTUBHBIMH JOTOBOPaMH, py0./4en.;

H - cpemuss HopMa pabodyero BpeMEHH 3a MecCsdll, OIpelenieMas Kak
yTBep:KIeHHas HOpMa pabodero BpemeHH B rofy (upu 40-dacoBoit paboueil Hezene),
KOTZla IIPeAOCTaBIISeTCs yClIyra, AeleHHad Ha 12 mec., ITH.

Tabaumna 1

THmoBble HAUMEHOBAHMS U HOPMATHBBI TPYI0EMKOCTH pabor,
IPOBOIUMBIX IIPH OKa3aHHH YCITyTH

Tpyno€mMKoCTE,
. dakTUYecKue TPYA03aTpaTkl, Jac.
yes./gac. g @
8 £
C = =
€3z
Kolu4ecTBO MyHKTOB | 2 T &
) o
TPYAOEMKOCTH x KonuduecTBO MyHKTOB TPYAOEMKOCTH
HammeHoBanue padoT pyA = 5 s i Py
IpoUeayp, 9 2 &| mpouenyp, BEIIONHAEMBIX B XOL€
BBITIOMHSAEMEIX B XOJ€ | 3 % 5 MHCIIEKTHPOBAHHS
MHCTIEKTHPOBAHH ==
S &
v E
21-30 | 31-40 | 41-50 21-30 31-40 41-50
6 7 8
1 2 3 4 5
(m2xm5) | (m3xmn.5) | (m4xn.s)

1. TIpuHsATHE pelieHns N0 3asBKe Ha OKa3aHUe YCIIYTH M0 HHCIIEKTUPOBAHMIO [POM3BOIMTENEH NE€KAPCTBEHHBIX
CpeCTB [/ BETEPUHAPHOTO NPUMEHEHHS, TIPOU3BOCTBO KOTOPBIX OCYINECTBIAETCS 3a Npeaenamu
Poccuiickoii Denepaliiil, Ha COOTBETCTBHE TpeGOBaHMAM MPaBHIl HallexKaIled TPOU3BOJACTBEHHOH MPAKTHKY
B LIESX BbIIAYM 3aK/IIOUEHUH O COOTBETCTBUM NPOU3BOAMTENA JIEKAPCTBEHHBIX CPEICTB 1A BETCPHHAPHOTO
npUMeHeHUs TpeOOBAHMSIM NPABII HajUlexKaleH NPOM3BOJCTBEHHON TPAKTHKH.

1.1.ITpueM 1 perucrpaums
3agBJICHUA H
TIPeNOCTaBICHHOM
[POV3BOMTENIEM
(3agBUTENEM)
JOKYMEHTALMH:

1.1.1. noctyruienue
JOKYMEHTOB B KaHLIEJIAPUIO
YMOJTHOMOYEHHOIO
VUpeKAEHHA

1.1.2. mpoBepka
KOMTIUJIEKTHOCTH TaKeTa
JIOKYMEHTOB COTTIacHO
OITUCH, COTPYIHHUKOM
YIIOJHOMOYEHHOTO
yUpexKIEHHs

1.1.3. pecucmpayus
OOKYMEHIMO08 & cucmeme
ooxymenmoobopoma
YIOJTHOMOYEHHOI0
YUPEKACHUS

1.1.4. nepedaua doxymenmos
6 omaoes uHcnexyuy




NpoU3600Cmed Ha
coomeemcmeue
mpebosanusm Haonexcaujeu
HpOU3800CMEEHHOU
npaxmuxu (OHInaCTHIIII)
1.1.5. Ha3Hauenue
0MBemCImeeHH 020
UCHOTHUN NS HAYATLHUKOM
OHITnaCTHIIII

1.1.6. nonyuerue
OMBEeMCINGeHH blM
UCNOTHUMENeM OOKYMeEHMO08
HpOU3EO0UNMEA

1.1.7. gnecenue
0IMEeMCIMGEeHH blM
UCnoaHUMe e
UHOCTPAHHOZO
Npou3600UMe1s 6 ZpaguK
nposeoeHUs
UHCHEKMUpogarus (Oanee-

epagux)

1.2. PaccmoTtpenue
3asBIEHMS,
COMpPOBOOUTEBHBIX
JOKYMEHTOB

11

11

11

1.3. Co3zaaHue n
YTBEP)KIEHHE KOMUCCHHU:
1.3.1. nooecomosra npoexma
NpuKa3a YIOTHOMOYEHHOI O
YYPEXIEHUI O CO30aHuu
KOMUCCUY UHCHEKTNOPO8
1.3.2. cozaacoeanue u
YmeepacoeHue npurasza
YIOJIHOMOUEHHOTr O
YUPEKICHUS 0 CO30aHUU
KOMUCCUU UHCHMEKTINOPOE
1.3.3. obocrHosanue
koaudecmea pabouux oxeu
01 npogeoerUa
UHCNEKMUPOBAHUA

1.3.4. nooeomosgxa
Y8€0OMIEH U UHOCTPAHHOMY
HpOU3BOOUINENI0 O CPOKAX
MpOGeoeHUs
UHCHEKTMUPOBAHUS

1.3.5. noonucanue
Y6e00MNeHUA UHOCPAHHOMY
NPOU3800UMENIO 0 CPOKAX
npogeoexus
UHCNEKMUPOBAHUSL

1.3.6. nanpasnenue
UHOCTPAHHOMY
HPOU3BOOUMENIO
YBeQOMACHUA O CPOKAX
npogedeHus
UHCNEKMUPOBAHUSL

1.3.7. noozomoska u

160

160

160




noonucanue npoekma
cozrauenus /002080pa ¢
npouzgooumeem

1.3.8. nonyuerue
ygeooMAeHUA OMm
UHOCIPAHHO20
npouzeooumens o gaxme
onIamul pacxoooes,
CBAIAHHBIX C NPOBEDEHUEM
UHCHEKMUPOBAHUS

1.4.Tloarotoexa u
No/rIcaHye NpoeKTa
coryaiieHus (Zoroeopa) ¢
MHOCTPaHHBIM
TIPOM3BOIMTENEM

40

40

40

40

40

40

1.5.YTBep:xnenne
IpOrpaMMBel
HHCTIEKTUPOBaHHUS
MHOCTPaHHOTO
MPOU3BOAMTEINS HA
COOTBETCTBHE TPEOOBAHUIM
MpaBuJl Haanexamei
TIPOU3BOJACTBEHHOMH
NpakTHKHA Ha OCHOBaHUH
3asBKH C YUETOM:

1.5.1. yoazennocmu
MparHCcnOpmHou
docmynHocmu

1.5.2. koruvecmea gopmul
BLINYCKA U TNUNOB
JeKAPCMBEHHbIX CPeOCms,
3GA6TEHHBIX K |
UHCHERMUPOBAHUIO

1.5.3. koauuecmea
UHCnekmupyemuvix 06veKnos
8 pamMKax OOHOU
HPOU3EOOCTNEEHHOU
MIOULAOKU

1.5.4. pescuma pabomut
npeonpuUAmMUs

1.6.5. karenoaprbvix
ocobernocmet cmpanl, 20e
HAXOOUMCA NpeonpuAmue
1.7.6. aswvixosoil bapywep,
Hauyue nepesodyuUKos ¢
aH2AUTICKO20 U)unu) opyaux
A3bIKO8 ‘

160

168

176

480

504

528

Uroro:

372

380

388

1

1012

1036

1 060

2. I/IHCHGKTI/lpOBaHI/Ie NPON3BOAUTEIIA JICKAPCTBEHHBIX CPEACTB, MPOU3BOACTBO KOTOPRIX OCYIIECTBIACTCH 3a

npenenamu Poccuiickoit Qenepalivy, Ha COOTBETCTBHE TPeOOBAHUAM NPaBUIl HaUIEKaLIEH IPOU3BOJICTBEHHOM

TIPAKTHKY.

2.1. [IpoBenenue
HHCIIEKTHPOBAHUA
MPOM3BOACTBEHHOMN
TUIOIIAAKH
MPOHU3BOIMTEILS;
aHanu3, o6paboTka

40

64

80

120

192

240




pesyiabTaToOB
HHCIIEKTHPOBAaHHUA € 1EJ1bIO
NOATOTOBKH
HWHCNIEKUHOHHOIQ OT4YETa

HUroro:

40

64

80

3

120

192

240

3. 3aKII0UHTENbHEIE MEPOTIPUSTHS 110 Pe3yJIbTaTaM MHCIIEKTHPOBAHHS IPOM3BOIMTENEHN JI€KaPCTBEHHBIX
CpeNCTB, MPOM3BOACTBO KOTOPBIX OCYIIECTBILIETCA 3a NpeaenaMu Poccuiickon Oenepannu, Ha COOTBETCTBHE
TpeGOBaHUAM NPaBuJl Hajulexallel NPou3BOACTBEHHON MPAaKTHKU.

3.1. CoctaBneHue
WHCIIEKLIMOHHOr O 0TYETA [10
pe3yabTaTaM
HWHCTIEKTUPOBaHHUS
MPOU3BOIUTENEH
NieKapCcTBEHHBIX CPEACTB A1
BETEPUHAPHOTO
NPUMEHEHHUS, TPOU3BOACTBO
KOTOPBIX OCYILECTBISETCS 3a
npenenamMyn Poccuiickoh
®enepauuy, Ha
COOTBETCTBUE TPEOOBAHUAM
MIPaBUJ Halulexallei
MPOM3BOACTBEHHON
NPaKTHKH.

80

80

80

W

240

240

240

3.2. Cornacosanye u
NOANHUCAHNE OTUETA TIO
pe3yNpTaTaM aHajlu3a
COCTOSHUS TTPOU3BOICTBA
JIEKAPCTBEHHBIX CPEACTB I
BeTEPUHAPHOI 0 IPUMEHEHHU
npaBUiaM Hanjexareit
NPOU3BO,ICTBEHHON
MPaKTHUEKE X HapaBJIeHMs
€ro NPOMU3BOIMTEIIO.

184

184

184

184

184

184

3.3. ®opMupoBaHHe nakeTa
JIOKYMEHTOB T10 pe3yJibTaTaM
MHCTIEKTHPOBAHHUS U
nepegaya ux B
Poccenbpxo3Ha30p

24

24

24

24

24

24

Urtoro:

288

288

288

1(3)

4438

448

448

BCEI'O:

700

732

748

1(3)

1580

1676

1 748

KomugecTBO

ITYHKTOB

TPYLOEMKOCTH  HpOLENYp,
HHCIIEKTHPOBaHUS, IPECTABJIEHBI B TAOIHUIE 2.

BBIITOJIHACMEIX

IIponieDypsl, BEIOIHIEMBIE B XO€ OKa3aHUS YCIIyTH
10 HHCIIEKTUPOBAHUIO [IPOU3BOAUTENEH JIEKaPCTBEHHEIX CPEICTB

IUIS BETEPUHAPHOTO IPUMEHEHUS, IPOU3BOJICTBO KOTOPBIX
ocyimecTBisIeTcs 3a npenenamu Poccuiickoit Penepanuy,

Ha COOTBCTCTBHE Tpe60BaHI/I§IM IIpaBuJI HaJiexanieun

IIPOX3BOACTBEHHON IIPAKTHKH B LIENIAX BBIA4H 3aK/TIOYEHUH
O COOTBETCTBHUY IIPOU3BOIMTENS JIEKAPCTBEHHEIX CPEICTB
TSI BETEpUHAPHOr0 IPUMEHEHHS TPeOOBaHUAM IIPaBUII

HaJyIexalel Ipou3BOACTBEHHON NPaKTUKU

B XO0JI€

Tabmuma 2




[Tpolieaypsl BoIE3AHON 3KCTIEPTHU3BI (MHCTIEKTHPOBAHHUSA) IPOU3BOACTBEHHOM MIIOIAAKH

JIEKAPCTBECHHBIX CPEACTB /11 BETCPUHAPHOTO NPUMEHEHHS, INPOU3BOACTBO KOTOPBIX OCYHISCTBJISAETCA 34

npeaenamu Poccuiickoit Meaepaliny, Ha cooTBeTcTBHE TpeGoBanusam [Ipasun Haanexalend
MIPOU3BOACTBEHHOMN NPAKTHKH.

1. OcHOBHBIE TIPOLIEAYPBI IKCTIEPTHU3b! (MHCIIEKTHPOBAHMA)

BBoaHoe copelanue.

I/IHCHCKTI/IpOBaHI/Ie HpOPI3BOIlCTB€HHOI7I 10 a K

IIpoBepka CKIafia CHIPb#, MAaTEPMAIOB M I€YaTHON NPOIYKLMH, TroToBOH mpoaykuuu. Ouenka
CHUCTEMBI TIPUEMKHM, XPaHEHHWs, IBMKEHMS CBIPbS, MATEpHasOB, NEYaTHOM MPOAYKLUMH, TOTOBOH
npoayKuMu (MpuUeMKa, KapaHTMHHOE XpaHeHHMe, MapKHpOBKa, OTIyCK B IPOM3BOACTBO WM B
peanuzaumio). Cucrema orGopa mnpoG (mOMelleHMsA, MHCTpyMeHTapu#i ans orGopa mpood,
MpUMeHAEMBIE TIPOLIETYPbL).

Oprannsauus XpaHeHHsi OTOpaKOBaHHBIX, OTO3BAHHBIX, BO3BPAIUECHHBIX MNPOIYKLHMH, CbIPbA,
MaTtepuanos. Cucrema ydyera NpOIYKLMH, ChIPbs, MATEPHATIOB.

TIpoBepka y4acTka CHCTeMBbl TIOATOTOBKH TEXHOJNOTMYECKMX ra3oB: obopyiaosaHue, daxruueckue
napaMeTpsl paboThl CUCTEMbI, KBAJIM(pHKALKA CHCTEMB], MOHHTOPHHI CHCTEMBI.

[poBepka NpOM3BOACTBEHHBIX Y4aCTKOB, 3asBJICHHBIX K HHCTIEKTHPOBAHHIO JIEKAPCTBEHHBIX CPEICTB
A0S BeTepUHapHOro mpuMeHeHus. IlpoBepka 3TamloB TEXHOJOTMYECKOrO Hpouecca: OpraHu3alusg
TEXHOJOrMYECKOTO Tpouecca, TOTOKOB TMepCcoHaNa, MaTepHaibHbIX 10TOKOB. KouTtponb H
JOKYMEHTHMpPOBaHWe B Tpouecce NpousBoncTBa. CoOmojeHre IMEPCOHATOM TMIMEeHHYeCKUX
TpeboBanmil.

HpOBepKa CUCTEMBl KOHIMUMOHHUPOBAHUA U BO3XYyXONOArOTOBKH: O60pyﬂ0BaHI/I€, q)aKTI/I'—IeCKl/Ie
napaMeTpol pa6OTbI CUCTEMBI, KBaHI/I(bI/IKaLIl/IH CHCTEMBbI, CUCTEMa MOHUTOPHUHTA.

[TpoBepka yuacTka CMCTEM MOATOTOBKH, XPaHEHHs U Paclpe/ieeHts BObl OYHILEHHON ¥ BOABI 1
yHBEKUMI: o6opynoBaHue, dakTHuecKue napaMeTpbl paboTel CHCTEMBI, KBalv(UKalMd CHCTEMBI,
cycTeMa MOHHTOPHHTA.

IIpoBepka oTHena KOHTpois KadecTBa IIpeanpuaTua: ToMelleHHs, 00GOpyAOBaHME, DPEaKTUBBI,
CTaHJapTHbIE METOOMKH aHanu3a, pabouue >xypHaisl. [Ipoepka ycnoBud Hajjiexamero XpaHeHus
KOHTPOJIBHBIX, aDXUBHBIX 00Pa3LoB U 06pasLoB MIf [OCAEAYIOEr0 H3y4eHUs CTA0MIBHOCTH.

[TpoBepka AOKyMEHTALMK NIPEANPHATHS

AHann3 OpraHu3alMOHHO-IUTATHOW CTpykTyphl [Ipeanpuarud. OTBETCTBEHHOCTh DPYKOBOICTBA.
Kntouepoii mnepcoHan (COOTBETCTBHE YCTaHOBJEHHBIM TpeOOBaHMAM). PyKOBOACTBO 110 Ka4ecTBy.
O630p KauecTBa JekapCTBEHHbIX cpencTB. CHCTEMA BBIIAYM YIOJHOMOYEHHBIM JIMLOM paspelieHHH
Ha peaM3alMIo cepuit roToBOM NpoayKuUu. OueHKa 3PpHEKTUBHOCTH CUCTEMbI Ka4eCTBa.

IIpoBepka CHCTEMBI JOKYMEHTHPOBAHHA: MOPANOK pa3paboTky, oQOpPMIIEHHs, BblIa4H, M3BATHS,
XpaHeHus JOKyMEHTOB ¥ BHECEHHMS B HUX U3MEHEHUH.
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ITposepka TexHONMOrMueckod JOKyMEHTALMM (NPOMBILUIEHHBIE W/WIH MHBIE DPETIAMEHTBI,
aeficTByoluye Ha [IpeAnpusATHH; NPOU3BOACTBEHHBIE PELENTYPBI, TEXHOJIOTUYECKHE NHCTPYKLMH,
MHCTPYKUMM TI0 OYMCTKE), BBIOMHEHHe TpeOOBaHMA  YTBEPIKAEHHOW  TEXHONOTMYECKOH
JOKYMEHTALMH NIPH NpPOBEACHUH olepauumii/cTaiuii TexHonorugeckoro npouecca. Ilepepabotka u
MOBTOPHAs TeXHoJioruueckas o6paboTka NMPoayKILHH.
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[IpoBepka NOKyMEHTAUMH [0 MNPOBEACHHMIO KBanMQuKauMH W Balujauuu (OCHOBHOH InaH
BaTM/ALMY, IUIAHBL NPOTOKOJBI, OTYETH MO KBaNM(GMKAUMH TEXHOMOTMYECKOro o6opynoBaHus,
«IUCTBIX» MWK «KOHTPOJNHPYEMBIX» IIOMENEHHH M BalMIalM¥ TEXHONIOTHYECKHUX TIPOLECCOB,




NpoLeyp OYMCTKH MOMEILEHUH 1 000pyA0BaHUS U IIP.).

[IpoBepka KOMMbIOTEPHBIX cucTem. Bamupaums cucteM. Kpanuduxauus obopynosanus. CucTeMbl
NpenoTBpallleH|sl HecaHKUMOHHPOBaHHOTO jgocTyna. CTaHaapTHBIE ONEpaTUBHBIE TPOLEAYpPHl IO
OKCILIyaTalyy 1 TeX. 00CIy»KMBaHUIO cUCTeMbl. CHCTEMBI PE3€PBHOT0 KONTMPOBaHUS.

12 |TlpoBepka JOKyMEHTALMH Y4aCTKOB MHXKEeHEPHBIX cHcTeM. KBanu(uKalmsa UHKEHEPHBIX CHCTEM.

13 |IIpoBepka JOKYMEHTaLMH 1O KBAJH(GHUKALMK CUCTEMBI BOAOMOATOTOBKH.

14 | IIpoBepka CHCTEMBI YTBEPKAEHUS POU3BOMTENEH (ITOCTABIIMKOB) CHIPhA M MaTEPUAIIOB, M paboThI
¢ HUMH.

15 |IlpoBepka cobnioAeHWs MNEPHOIMYHOCTH M KAa4yeCTBO TPOBENECHHS CAHUTAPHO-TMTMEHHYECKHX
MEPONPHUATHI Ha NpeNnpUATHH. MOHUTOPHHT.

16 |IIpoBepka cHcTEMBI MOHUTOPHHTA «YHCTHIX» NOMEILEHUH

17 | TIpoBepka nporpamMMel «pest» KOHTPOJIb H €€ BLITIONHEHHE.

18 |IIpoBepka JOKyMEHTALMH MO KOHTPOJIKO KAaueCTBa B 1abOPaTOpHAX:

- IOKYMEHTALMA 110 aHATHTHYECKIM METOAUKaM, UCIIOIb3YEMBIM [l KOHTPOS KayecTra,
- BHYTPH3aBOJCKHE CIIeLIMGUKALMH,

- IPOTOKOJBI aHAIIU30B,

- paboune XypHasbl,

- IOKYMEHTALIMSA 110 KOHTPOJIKO ChIPbs, MATEPHAJIOB, NOAYIIPOLYKTOB, TOTOBOH NPOLYKLIHH,
- perucTpaLya pe3y/1bTaTOB UCIIBITAHUH,

- KOHTPO/b CAHUTAPHOTO COCTOAHUS TIPOM3BOACTBA (MHKPOOHONOTHYECKUH MOHUTOPHHT),
- peructpauus paboThl KOHTPOJIEHO-U3MEPUTEIbHOro 000py 10BaHuUS,

- kB HUKALIMS, [TOBepka JabopaTopHOro 060py10BaHuS.

19 |Ilpopepka cucteMBl Y IpaB/IcHUE PUCKAMH JIJISl KAYECTRA.

20 |TIpoBepka HOKyMEHTAaLMH MO NPOBEJEHHUIO BAIN/IALNH AHATUTHYSCKUX METOIHK.

21  |TIpoBepka pe3yabTaTOB MOHUTOPHHIA CTAOMIIBHOCTH BBIITYyCKAEMBIX JICKAPCTBEHHbIX CPEICTB.

22  |IIpoBepka cucTeMbl yNpaBieHHs OTKIOHEHHAMH U CUCTEMBI YIIPABJICHMS U3MEHEHUAMHU.

23 |IIpoBepka mopsaka (GOPMMPOBAHMS JOChEe HA CEPHIO HA 3asiBIEHHOE K HHCIIEKTHPOBAHUIO
JIEKapCTBEHHOE CPEeACTBO.

24 | KpanmuduxaunonHble TpeOOBaHUS K NiEpCOHaNy M UX cobmoneHue. TIpoBepka CUCTEMBI IIOATOTOBKH
¥ o0yuenus mnepcoHana. IIpoBepka IMrueHMueckMx TpeboBaHMA K II€pCOHATY, B TOM HUHCIE K
TEXHOJIOTHYECKOH oflex e, ee CMEeHe; TPOLEIYPhl TEPEOEBAHNMA.

25 |Ilpoeepka paGoTHI ¢ peKIaMaLMAIMH, XanodaMu, IPETEH3UAMHU, HECOOTBETCTBIAMH, OTKIOHEHHAMHU.
CucreMa 0T3bIBa NPOIYKLIUH.

26 |IlpoBepka CHCTEMBI KOPPEKTHPYIOLIMX H NPERYNPEXAAROMINX JEHCTBHM.

27 | Ayrcopcusr (paGoThl, IPOU3BOAMMBIE 110 KOHTPAKTY (JOroBOpY)) B paMKax NpoU3BOACTBA, aHANIH3A
(KOHTpOJIS KadecTBa) MNPOAYKUMM M OKasaHMA yciyr. IIpoBepka cHcTeMbl YTBEPXKICHHA
ucrionuutens pabor. Cornawmenue no kavecty. KoHTponb JeHcTBuil ucnomnurens pador.

28 |Ilpoeepka cucteMsl caMOMHCNeKIMH. Knaccudukauus saMevaHui.

29 [ 3akmouuTenbHas BCTpeya-coBelaHue.

2.

HOHOJIHI/ITCHBHLIe npoueayphbl HHCIICKTHPOBaHHs, XapaKTepHbIE pin}4 JaHHOT0 BHOa




MPOLYKIMH/TIPOU3BOJACTBA.

1

(dapmMaueBTHYECKHe CYyOCTaHLMH, OTyYaeMble METOJaMH XMMHUYECKOTO CHHTE3a

OCHOBHBIE TIONIOKEHHMS CHCTeMbl yIpaBieHHs Kkadecra. IlepcoHan (opranu3allMOHHO-IITATHAs
CTPYKTYpa, JOJDKHOCTHblE MHCTPYKUMM, KBaMQUKAlMA, OOyueHMe, TIWrMeHa). 3haHuid |
IMomewenns. Huxenepusie cuctembl. CTOKM M oTXoxbl. TexHonoruueckoe 06OpyHaOBaHHUE.
Texnonornyeckuii npouece. Ctepuinsauus (NpyY NPOM3BOACTBE CTEPHIBHBIX (apMaueBTHYECKMX
cyberanHumii). Ynakopka M mapkupoBka. CucTeMa XpaHeHMsa W peannsauuu. JlokymeHTaums
(crieun(UKaLMK, PErNIAMEHTBI, UHCTPYKUMH, 3aiiMcu). Bampauus u xsannduxauus. KoHrposb
kayectBa. Koutponp wusmenenuii, OtknoHenus. IloBropHele ucnbiTanus. IlpereHsnm u OT3bIB
nponykuuu. CaMmonncnexkuuu. Jocse Ha cepun. O630p KauecTBa npoaykra. PaboTa o KOHTPaxTy.

dapmalieBTHYECKHE CYOCTaHIIMY, NOTyYaeMble METOJaMHU OMOTEXHOIOMMYECKOr0 CHHTE3A.
QapMaieBTHYeckie  cyOCTaHLMM, TOJNyYaeMble TyTeM  KYJbTMBHUPOBAaHHA  KJIECTOK — WIH
bepmentaumeit. «Knaccuueckas hepMeHTaLUA».

Cosnganne W nopaepkaHHe OaHka Kietok (rmaBHoro u pabodero). Bemenue noKyMeHTalMH.
KynsTuBupoBaHue/gepMeHTalNs, BeIeHUE TOKYMEHTALIUH.

dapMaleBTHYeCKHE CYOCTaHIMHY, MOTydaeMble METOJAMH BbIACJIEHUS U3 XUMHMYECKOTO CHIPBS.
OCHOBHBIE TIONOKEHHS CHCTEMbl YMNpaBieHHs KauecTBa. IlepcoHan (opraHHM3alMOHHO-LITATHAS
CTPYKTYpa, [OJDKHOCTHBlE WHCTPYKIMH, KBanuHKaluud, oOydeHue, TrurueHa). 31aHus H
INomemenus. Mmxkenepuble cucteMbl. CTOKM M 0TXonpl. TexHomoruueckoe oOopynoBaHue.
Texnonornueckuii npouecc. Crepunmzauus (pY MPOU3BOACTBE CTEPHIBHBIX (HapMaLEBTHIECKHX
cybcranumii). VmakoBka M MapkupoBka. CucTeMa XpaHeHMs M peanusauuvu. JIOKyMeHTalust
(crieun@UKaLKM, perNaMeHThl, MHCTPYKLMH, 3anMcH). Banmupanus u xsamudukaums. Kontpoms
kauecTBa. KoHTposib u3MeHenwii, OtwioHeHus. IloBTopHble McnbiTaHus. IIpeTeH3uH M OT3bIB
nponykuun. Camouncriekuuu. Jocse Ha cepun. O630p KadecTBa JeKapcCTBEHHOro cpeacTsa. Pabora
110 KOHTPAKTY.

dapMaleBTHYeCKHE CyOCTaHIIMH, NTOJTY4aEMbIE METOAOM BBIJENIEHMSA U3 MCTOYHHKOB PAaCTHUTENBHOIO
TIPOMCXOXKACHHS.

Pe3ka M cyllIka pacTeHMi, Bojopociei, rpuOOB, THINaHHHUKOB M dKccynaToB (BelAeneHui). OTKAM
pacTeHud M TieperoHka. Iamenpdenue, oOpaboTka 9SKCCYAAaTOB, 3KCTPaKUMA M3 PacTEHUH,
(ppaKUMOHHUPOBAaHUE, OUMCTKA, KOHLIEHTPUPOBAHHE WK (EPMEHTALMS PaCTUTENBHBIX CyOCTaHUMH

QapmalleBTHUeCcKHe  CyOCTaHIMM, IOJy4aeMble  METOJAOM  BBIAENEHHA M3 HCTOYHHKOB
OUONIOrHUECKOro, >KHBOTHOTO ITPOUCXOKACHHA.

IMomemenus wu  obopymoeanue (obecrieueHre HeoOXOAUMBIX — TIEPENagoB  OaBJICHHS B
NPOU3BOICTBEHHBIX 30HAX, OYUCTKA 000pynoBaHus). MHxeHepHble CHCTEMBI (CHCTEMA MOATOTOBKH
BO3/yXa, CHCTEMA BOAONOAroToBKHM). TexHomornyeckuii npouecc. Ouenka puckos. JlokyMeHTabHas
MPOCTEeKUBAEMOCTh ONepanuii. MeponpuaTus MO KOHTPOJIIO M MPEAOTBPALICHHIO KOHTaMHMHaLHH.
OGecnieuenve crepwibHOCcTH nponykumu. KoHTponbs kxadectBa. Ilpouecchl  XpaHeHus: U
KPHOKOHCEPBALUMU. VYCJIOBHSA COMEPXAHUA >KMUBOTHBIX. CHCTEMa WAESHTHQUKAUMM M KOHTPOJIs
COCTOSIHUSA 340POBbS AKHBOTHBIX.

ITpou3BOACTBO, XpPaHEHUE U peann3alis CTEPUIIbHBIX JIEKAPCTBEHHBIX NPENapaTtos (a3po3oiib, ek,
KpeM, JMHHUMEHT, JIHOQWIN3NPOBaHHBIE MPOAYKTBI, Masb, IacTa, IUIEHKa, MOPOUIOK, PacTBoOp,
pacTBOp A/l WUHBEKUMH, cTexioobpa3sHas Macca, CTEpH/bHAs MOPUCTas Macca, CyCreH3Ms, cyxas
Macca, TabneTKH, SMYJIbCHH).

OCHOBHBIE TONOXKEHMS CHCTEMBI YIpaBjeHMs kadecTa. llepcoHan (KBanu(UKalMs, TMIHEHA).
3nanus 1 [Tomemenus. MHxenepHbie cucteMbl. BoIGOp ¥ MOATOTOBKA MOIOMINX/Ne3MHHLHMPYIOMMX
cpenctB. Texuomoruueckoe oGopynoBanue. TexHonorndeckuit mpouecc.  Crepuiusaums.
AcenTrdeckoe Npou3eoacTso. CTrepunusyromas GUIBTpaLKs, NOArOTOBKA Y MCTIBITAHMS (UIIBTPOB.
MonenupoBanie Mpouecca acelTHYeckoro HanoNHeHHs. YMakoBka M MapkupoBka. Cucrema
XpaHeHMs W peajqusauuu. JloKyMeHTauus (crielHGHKALNK, DPErIAMEHTBI, MUHCTPYKLMH, 3aTUCH).
Bamapauus u ksatndukauus. Koutpons kauecta. Kontpons n3menenuid. OTknoneHus. I1loBTopHble
ucnbiTann. Ilperensud u or3biB npoxykunu. Camouncnekuuu. Jlocke Ha cepun, O630p kavecTBa




JIEKapCTBEHHOI'O CPEACTBA. Pa6ora no KOHTPAKTY.

[Mpon3BoacTBO MMMYHOGHONOrMYECKUX TMpenapaToB Afs BeTepuHapHoro npumeneHus. Cucrema
7 NIOCEBHOM KyJbTyphl W Ganka kierok. [Tomeuienus U obopynoBanue (obecrieueHHe HeoOXO0IMMBIX
nepenajioB JiaBjieHHs B MPOM3BOJCTBEHHLIX 30HAX, OUMCTKA 00OPYAOBaHUS, BalWJaLHs NPOLECCOB
OYHCTKH). HHkeHepHBle CcHCTeMBbl (CHMCTeMa IMOATOTOBKM BO3JyXa, CHCTEMa BOAOINOArOTOBKH).
TexHonmornveckuii npouecc. OueHka puckoB. JlOKyMeHTaJbHas NPOCIEKUBAEMOCTh OMEPaLUH.
MeponpusaTus 1Mo KOHTPONIO M MPeAOTBPAIIEHMIO KOHTaMuHaimu. OfecrniedeHMe CTEPHIIBHOCTH
npoaykuuu. Kontponb kavectsa. IIpoueccsl XxpaHeHHs M KPUOKOHCEPBALUMH. Y CIOBHA COAEPIKAHHUA
KUBOTHbIX. CucreMa HWAeHTHQMKAIIMM UM  KOHTPOJS  COCTOSHMA  3J0POBbA  JKHMBOTHBIX.
[pocnexkuBaeMocTh LM NOCTABOK MaTEPHUaJIOB )KUBOTHOTO ITPOUCXOXKIEHHA.

8 [Tpon3BOACTBO, XpaHEHHE W peaM3aliis HECTEPUIIBHBIX JIEKAPCTBEHHBIX MpenapaToB (a3po30iib,
6anb3aM, OpHKET, reflb, TpaHyJibl, ApaKe, KAy, Kancybl, KancyJssl MIrKue, KpeM, JUHUMEHT, Masb,
Macio0, MHKPOrpaHyJibl, MUKPOKAICY/bl, HACTOH, HaCTONKa, MACTUIIKH, NacTa, NENJETHI, MJIaCTHHBI,
TUIACTHUHKH, TUIACThIph, TUICHKA, MOJMMEpPHas JeHTa, MOJNOCKH, MOPOIIOK, pacTBOpP, CHpOI, CIIpei,
CYNMO3UTOPHHU, CYCIIEH3M, TaOIETKH, IHYP, IKCTPAKT, STUKCHP, IMYJIbCHS).

OcHoBHble mojiokenus CucTeMbl yrpapileHus kadectBa. [lepcoHan (kBanMduKauus, TMTHeHa).
3nanus u [Tomewenns. UHxeHepHbie cucTeMbl. BEIOODP 1 NOArOTOBKA MOIOIIMX/ 1E3MHQHULIMPYOIMX
cpenctB. TexHonoruueckoe obopyznoBaHue. TexHOTOrM4ecKUH npouecc. YNakoBKa W MapKUMpPOBKa.
Cuctema xpaHeHus W peanusaiui. JlokymeHTalus (cneuMHUKalMH, PErJIAMEHThI, MHCTPYKLMH,
3anucy). Banunauus w kBanmudukanusa, Koarpons kavectBa. KoHTponp usMeHeHUH. OTKIOHEHHMS.
[MoBTopHbie ucnbiTanus. [IpeTensun u oT3biB npoaykuuu. Camonncnekumu. Jocke Ha cepun. O630p
KagecTBa Npoaykra. PaGoTa no KOHTpaKTy.

9 [Tpou3BOACTBO Npenaparos, MOJYyUYaeMbIX H3 JEKAPCTBEHHOIO PACTUTENLHOTO ChIPhS.
CrneuuduKauMy Ha MCXOAHOe chipbe. JIOKYMEHTalMs, NMOIATBEP)KAAlOINas KayecTBO MCXOJHOrO
CBIpBS.

10  |I[Ipou3BOACTBO MpemaparoB, COAEPKAINX CHIbHOAEHCTBYIOLYE BEHIECTBA.
Opranuzaumns CUCTEMBI yUeTa, XPaHEHHUs, YHUITOXKEHHS.

11 |TIpousBOACTBO TMIpenaparoB, COAEPXKAUIMX BBICOKOTOKCHYHblE BellecTBa (aHTHOMOTMKM OeTa-
JIAKTAMHOTO PsiJia, FOPMOHBI, IUTOCTATHKH ).
TMomemienus. Hmkenepuole cucremsl. OOopynoBaHue. Banupauus npouecca  OYMCTKH.

MeponpusaTus no yaaneH1o/MHAKTHBALUYA OTX0J0B.

12 | TIpou3BOACTBO roMeonaTHYECKUX Npenaparos

9. K KOCBEHHBIM pacxolaM YIOJHOMOYEHHOIO YYpeXIEHHHA, KOTOpEIE
HEBO3MOKHO OTHECTH HAmNpsAMYIO K 3aTpaTaM, HEMNOCPEINCTBEHHO CBA3AHHBIM C
TIPOBEJICHNEM HMHCIEKTUPOBaHUA MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB I
BETEpUHAPHOr0 MPUMEHEHUs, IPOU3BOJCTBO KOTOPBIX OCYINECTBIAETCA 3a IpejenaMu
Poccuiickoit ®enepanuu, Ha cooTBeTcTBUE TpeboBanusaM [pasun (Kxp), otHOCATCS:

- 3arparbl Ha OIUIATYy TPyZAa AaIMHHHCTPATUBHO-YIPABIEHYECKOIO H
BCIIOMOTATENBHOrO NepCcoHalla, BKIItOYas HauuCIIeHU Ha 3apaboTHYIO ILIATY;

- 00IIexOo3sMCTBEeHHBIE 3aTpaThl, BKIIOYAOLINE 3aTpaThl HAa KOMMYHAJBHBIE
YCIIYTH, 3aTpaThl Ha YCIYTH CBS3H, TPAHCIIOPTHBIE YCIIYTH, YCIyTH OaHKOB, 3aTpaThl Ha
npuoOpeTeHne MaTepHalbHBIX 3aIlacoB, aMOPTH3alUs 3aHUM, COOPYXEHUN U APYTUX
OCHOBHBEIX ()OHJIOB, 3aTpaThl Ha YCIyrd B 00jacTd MH(OPMAIMOHHBIX TEXHOJOIHH,
3aTpaThl Ha TEKYIIUN PEMOHT 11O BUIaM OCHOBHEIX (DOH/IOB;

- 3aTpaThl Ha YIUIATy HaJoroB (KpoMme HajoroB Ha (OHA OIUIATEI TPyAA) U HHBIE
o6s13aTeNbHbIE IIITaTeXH;
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- IpOYHe PaCXO/Bbl.

KosdduumeHT KOCBEHHBIX pacXo[OB, OTHOCHMBLIX Ha CTOMMOCTBH YCIYIH,
ompezieNnAeTcs NPOMOPLUOHAIBHO (COpasMepHO) 3aTpaTaM Ha OIUlaTy TpyAa
pabOTHUKOB, - HEIIOCPEACTBEHHO YJYacTBYIOIIMX B TpoLlecce OKasaHHA YCIYTH, H
PACCUMTHIBAETCS HA OCHOBAHHWH OTHYETHHIX JAHHEBIX 32 IMPEIUIECTBYIOIMHH IepHOl HO
dbopmyute:

Kxp = ((3[1aym + 3ox + 3am) / 3I1d) x 100, rxe:

Kkp - x0dhGHUHEHT KOCBEHHBIX PaCXOIOB YIOJHOMOYEHHOIO Y4YpEKACHHUS,
KOTOpPbIE HEBO3MOXKHO OTHECTH HAIIPAMYIO K 3aTparaM, HEMOCPEIACTBEHHO CBA3aHHBIM C
OKa3aHHEM YCIIyT'H;

3IMayn - dakTHYecKue 3aTpaThl Ha OILIATY TPyAa M HAYMCJICHHS Ha BBHIUIATHI IIO
oIiaTte TPyaa aIMHHHCTPAaTHBHO-YIPABIEHYECKOrO M BCIOMOraTeIbHOIO IIepCoHaa,
obecednBaloLIero OKa3aH)e YCIyrH, 3a IpeAIliecTBYOIHH epro, pyo.;

30x - (axTHyeckue OOIIEX03HCTBEHHEIE 3aTPaThl, HEOOXOAMMBIE AT OKa3aHHU
yCIyrH, 3aTpaThl Ha YIUIaTy HaloroB M HHBIE 00s3arefbHble IUIATEXH 32
IpENIIEeCTBYIOMNN IIEpHO, Pyo.;

3aM - CyMMa aMOpTH3alU¥ HMYILECTBA, HEMOCPEACTBEHHO HCIIOIB3YeMOro A
OKa3aHMS YCJIYTH, ONPENeNSeTCss MCXOIsl U3 OalmaHCOBOH CTOMMOCTH 00OpymoBaHHS U
roI0BOIT HOPMBI aMOPTH3ALUH, PYO.;

3IIp - cymmapHeli QOHA oOINaThl Tpyda 3a IPEIIECTBYIOIINH IePHON
pabOTHUKOB, 3aHSTHIX OKa3aHUEM YCIIYTH, pyO.

10. Pacyer KOMaHIHPOBOYHBIX PAcXO[OB NPOU3BOAMTCA B KaXKIOM KOHKPETHOM
clyyae HMHCIEKTHPOBaHUs, HCXOAd M3 CTpaHbl Ha3HAYeHHUs, YAAIEHHOCTH
FOCTHHUYHOIO KOMIUIEKCa M JPYTHX YCJIOBHM, CBS3aHHBIX C TPaHCIOPTHOH
JOCTYIHOCTEIO ¥ YCIOBHSMH TpeOhIBaHus KOMaHIUPOBAHHOTO/HBIX COTPYIHUKA/KOB.

Pacxonsl Ha KOMaHAMPOBKH OIUIAYMBAIOTCS 3asABUTENIEM B IIOJHOM pa3Mmepe, BHE
3aBUCHMOCTH OT IIpeleNbHOro pasMepa IUlaThl 3a OKasaHHe YCIyrd IO
MHCIEKTHPOBAHUIO POU3BOAMTENEH JEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO
IpUMEHEHHs, MPOM3BOACTBO KOTOPBIX OCYLIECTBIAETCA 3a Ipenenamu Poccuiickon
deepanyu, Ha COOTBETCTBHE TPeOOBAHMUAM IIPABHI HaJJIeXKalled NpOU3BOACTBEHHOH
IpaKTHKA B LeJNIX BBIAYM 3aKIIOYEHHA O COOTBETCTBHM IPOKU3BOJMTEN
JIeKApCTBEHHBIX CPEICTB [UIs BETEPUHAPHOTO HPHMEHEHHs TpeOOBAaHMSIM IIPaBUII
Hajexarel Tpon3BOACTBEHHON PaKTUKY.

KoMaHIHpOBOYHbBIE PacXObl, HEMOCPEACTBEHHO CBI3aHHEBIE C OKa3aHHEM YCIYTH,
OpeeNIr0TCs 10 GopMyIIE:

Cxp = Pupoesn + Pnpox + Pcyt + Pipou, rae:

Prpoe3n - pacxompl Ha Mpoes3 OJHOIO CHENHAJUCTa YIOJHOMOYEHHOIO
yupexJAeHHs I OKa3aHus yCIyTH B 00paTHO B CPeIHEM MO CTpaHe, pyo.;

Pnpox - pacxompl Ha IPOXHMBAaHME OIHOIO CIENMATKMCTa YIONHOMOYEHHOIO
yUpEKIEHNs BO BpeMsl OKa3aHHUs yCIyTH, pyo.;

PcyT - pacxozpl Ha BBILIATy CYTOYHBIX OJHOMY CHENHMATUCTY YIOJIHOMOYEHHOIO
yUpeIeHUs Ha BpeMsl OKa3aHUs yCIIyTH, pyo.;

Pripod - o6mmit 06beM 3aTpat Ha GPOHHPOBAHUE ABUA - M K/Il OUIETOB, TOCTHHULL,
CTpaxoBhle B3HOCHI B IpebIayIeM GUHAHCOBOM Iofy, pyo.
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3aTparhl Ha MPOE3[ OJHOTO WHCIEeKTOpa JUId OKa3aHWd YCIYyrH H oOpaTHO
(Pmipoe3) ycTaHaBIHMBAlOTCA B pa3Mepe (PaKTHUECKHUX PacXol0B, IOATBEPKIAECHHBIX
IPOE3THBIMU JOKYMEHTaMMU, HO He BBILIE CTOMMOCTH IIpOe3/a:

JKEJEe3HONOPOKHBIM TPAHCHIOPTOM - B KYIIEMHOM BaroHe CKOpPOTO IIAaCCa)XHPCKOro
noes3na,

BOIHBIM TPAHCIOPTOM - B KalooTe V TpYyNIBl MOPCKOIO CyAHa pEryIIpHBIX
TPaHCIOPTHEIX JHHUNW W JHHUH C KOMILIEKCHBIM OOCIY)KHBaHHEM [ACCaXUPOB, B
katote II xareropum pedHOro CyIHa BCeX JNMHHUH cOOOLIeHHA, B Karore I Kareropuu
CyJHa IapOMHOH IepenpaBkl;

BO3IYILUHEIM TPAaHCHOPTOM - B CAJIOHE SDKOHOMHYECKOIr0 Kjacca,

aBTOMOOMJIBHBIM TPAHCIOPTOM - B aBTOTPAHCIOPTHOM CpEACTBE OOIIEro
IIOJIB30BaHUS (KpoMe TaKCH);

IpU OTCYTCTBHHM IIPOE3IHBIX HTOKYMEHTOB, IOATBEPKIAIOIINX IIPOU3BEIACHHBIE
pacxofibl, B pazMepe MUHUMAIbHON CTOUMOCTH IIpoe3Jia:

KEJTEe3HOJOPOXKHBIM TPAHCIOPTOM - B IUIAIKapTHOM BaroHe I1acCakUPCKOTo
noes3na;

BOAHBIM TPaHCHOPTOM - B KaiooTe X TpyHIbl MOPCKOro CyOHA PpeEryispHBIX
TPAHCIIOPTHBIX JHHHUNA W JHHUN € KOMIUIEKCHBIM OOCITyXMBAHHEM I1aCCaXUPOB, B
xarore III xaTeropuu pe4HOro CyaHa BceX JIUHUAN COOOIEHNS;

aBTOMOOMJILHBIM TPAHCIIOPTOM - B aBTOOYCe 00IIero Tuma.

Pacxo/pl Ha IPOKHBAHUE OJHOTO HHCIIEKTOPA BO BpeMs okazaHus yciayru (Prpox)
(kpoMe ciyd4asi, KOTJa HalpaBJIeHHOMY B KOMAaHIUPOBKY MHCIIEKTOPY IPEI0CTaBIICTC
fecriaTHOE IIOMEINEHHME) YCTAHABIMBAIOTCS B pa3Mepe (aKTUYeCKUX pPacXoloB,
IOATBEPKIEHHBIX COOTBETCTBYIOHMIUMHE TOKYMEHTAMH, IIPH 5TOM KaT€rOpHA TOCTHHULIBI
He JOJDKHA IMpeBHIaTh ypoBeHb 3*. Ecin B pagmyce 20 KUIOMETPOB HET B HAIUYUH
, 3*, KaTeropusi TOCTUHHUIIBI He HOJDKHA IIPEBHIIIATh YPOBEHD 4%,

Pacxomel Ha BBILIATY CYTOYHBIX OJHOMY HHcmekTopy (PcyT) ycTaHaBnIMBaroTCA
3aKoHOoIaTenbcTBOM Poccuiickoll Penepanun:

na teppuropuu Poccuiickoit ®enepamnyu - B pazmepe He 6omee 700 pybdne.

ITpoure 3aTparhl 0 KOMaHAHPOBKE BKIIFOUAIOT CTPaXOBON B3HOC Ha 00s13aTEIbHOE
JMYHOE CTPaxOBaHHE MMACCAKHPOB Ha TPAHCHOPTE, OMIATY YCIYr IO OQOPMIIECHHIO
IOPOEe3AHBIX JOKYMEHTOB, pacxXoipl 3a II0JB30BaHHE B IOe3JaX ITIOCTEIbHBIMU
MIPUHAANIE)KHOCTSMU,; OpOHUPOBaHUE TOCTHHHIL.

3aTpaThl, CBA3aHHBIE C KOMaHIUPOBKaMHM 3a Ipenenamu Poccuiickont Penepanuy,
OTIpeNeNArOTCA YCTAaHOBJICHHBIMH IIPEAENbHBIMH HOPMAaMH BO3MEIICHHS PacXoloB
COTJIACHO HOPMATUBHBIM aKTaM I10:

- HaliMy JKHJIOTO IIOMEINEHUs B MHOCTPAHHOH BallroTe - NpHKa3 MuHMCTEpCTBA
¢unanco Poccuiickoii @enepanuu ot 2 asrycra 2004 r. N 64n «O6 ycTaHOBIeHUH
IpefeNbHBIX HOPM BO3MEIIEHHS pacxoZOoB IO HaWMy JKWJIOrO IIOMEIIEHHS B
UHOCTPaHHOW BaJIOTE IPU CIIy)KeOHBIX KOMaHAMPOBKAX Ha TEPPUTOPHH MHOCTPAHHBIX
roCcyIapcTB pabOTHUKOB, 3aKIIOYUBIIAX TPYAOBOH J0roBop o padoTe B (enepalbHBIX
rocylapCTBEHHBIX OpraHax, pabOTHHKOB TOCYHapCTBEHHBIX BHEOIOMKETHBIX (DOHIOB
Poccuiickoti ~ @enepauun,  DefepalbHEIX  TFOCYHApPCTBEHHBIX  YUYPEKICHUN»
(zapeructpupoBan B Muntocte Poccum 17 aprycra 2004 r., perucrpalldOHHBIA
goMep 5981) B pemakuwu H3MEHEHMH, BHECEHHBIX NpuUKa3aMd MHuUHHUCTEPCTBA
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¢dunancoB Poccuiickoit @eneparu ot 12 uromst 2006 r. Ne 92H (3aperucrpupoBaH B
Muntocte Poccum 13 wumtons 2006 r., perucrpauumonHueiii HoMmep 8040), 9 nexabps
2008 r. Ne 139u (3apermctpupoBan B Muntocte Poccum 16 suBaps 2009 r.,
peructpauroHHeit Homep 13091), ot 10 anpens 2015 r. Ne 63H (3aperucTpupoBaH B
Muntocte Poccun 10 anpens 2015 r., peructpanuonsbiii HoMep 36839);

- O pasMepe M TMOpSIKe BBIIATHI CYTOYHBIX B MHOCTPAaHHOM BalOTE -
nocradosnenne [IpasurensctBa Poccniickoit @enepanun ot 26 nexadps 2005 r. Ne 8§12
«O pa3Mepe M TOpsAIKe BBIIIATHI CYTOYHBIX B MHOCTPAHHON BallOTe M HAaX0AaBOK K
CYTOYHBIM B MHOCTPaHHOW BalOTe NpH CIyKeOHBIX KOMaHIMPOBKAaX Ha TEPPUTOPHU
HHOCTPaHHBIX FOCYNapcTB pabOTHHUKOB, 3aKIIOYMBIINX TPYJOBOH NOroBOp O paboTte B
(enepatbHEIX ~ TOCYHApCTBEHHBIX  OpraHax, pab0OTHHMKOB  TOCYJapCTBEHHBIX
BHeOIOMKeTHEIX QoHIOB Poccuiickoil @emepauuu, ¢emepanbHbIX [OCYAapCTBEHHBIX
yupexnerni» (Cobpanme 3akoHomarenbcTBa Poccumitckot ®enepaunu, 2006, Ne 2,
ct. 187; 2008, Ne 14, cr. 1413, Ne 33, cr. Ne3854; 2009, Ne 1, ct. 147; 2014, Ne 50,
cT. 7095; 2015, Ne 3, cT. 590, Ne 33, ct1. 4842).

11. IlepecMOTp mpenebHOTO pa3Mepa IIaThl 32 OKa3aHUe yCIYTd OCYLIECTBISAETCS
OJMH pa3 B roA ¢ | ampens TeKyIIEro (UHAHCOBOIO Iofa, ¢ yY€TOM yCTaHOBJIEHHOTO
(emepanabHEIM 3aKOHOM O (ellepabHOM OIO/IKeTe Ha COOTBETCTBYIOMUI GHHAHCOBEIN
r'Ofl MIPOrHO3HOTO YPOBHS HHGIANNY, a TAKXKe B CIydae H3MEeHEeHUsI HOpPMaTUBHOM Oa3bl.

13



YTBEPXIIEH

npukazoM Poccenpxo3Hanzopa
oT 25.11:20161.Ne 865
(Ilpunoxenue 2)

[IpenenbHBIH pa3Mep IJIATH 38 OKa3aHUE YCIYTH I10 HHCIIEKTUPOBAHHUIO
IPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB VISl BETEPHUHAPHOIO NPUMEHEHHH,
IIPOM3BOJICTBO KOTOPHIX OCYIIECTBIIsLeTcs 3a npeaenamu Poccuiickod Denepanun, Ha
COOTBETCTBHE TpeOOBaHMAM MpaBWJI HaAJEeKallleld IPOU3BOJCTBEHHOM IPAKTUKHU B LIEJISX
BBIJIaYH 3aKITFOYEHHH O COOTBETCTBUM ITPOU3BOIUTEIA JIEKAPCTBEHHBIX CPEICTB I
BeTepHHAPHOI'0 IpUMeHeHUs TpeOOBaHUsIM NPaBIII HalJIeKallel IIPOU3BOACTBEHHOM

NPaKTUKA
IIpenenbHbli pa3zMep nnaThl 3a Cymma H/IC (18%), pyb6. IIpenenpHblil pa3Mep T7aThi 32
okazanue ycayri 6e3 HJIC 18%, py®. okasanue ycayru ¢ HIC 18%, py6.
2 992 380,91 - 538 628,56 3531 009,47
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